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Dear Mr Wesson: =
During an inspection of your manufacturing facility conducted between February 10 to 14, 1997, .
our investigators dctermmcd that your firm manufactures computer software for use by blood |
establishments. These products are devices as defined by Section 201(h) of the Federal Food, B
Drug, and Cosmetic Act (the Act). =
Our investigation revealed that these devices are adulterated within the meaning of Section 501 (h) |
n of the Act, in that the methods used in, or the facilities or controls used for manufacturing, l
‘ packing, storage, or installation are not in conformance with the Good Manufacturing Practice .
v (GMP) for Medical Devices Regulation, as specified in Title 21, Code of Federal Regulations I
(CFRY Part 820 as follows !
(CFR), Pant 820, as follows -
1. Failure to implement and verify solutions to quality assurance problems {21 CFR |
820 20/0\(’1\] nr avamnle anr invectioatinon dicclaoced that renrecentativec of vour I
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also disclosed that two of the complaints leading to your quality assurance i
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customers regarding possible software problems. Our investigation also disclosed that i
your firm has not been con‘ucuﬁg risk assessmenis of complaints in a timely manner as I
directed by your written procedures. i
2. Failure to investigate the failure of a device to meet any of its performance l
specifications after the device has been reieased for distribution and to max a written i
record of the investigation including conclusions and follow-up {21 CFR 820.162]. For ‘
example, our investigation disciosed that no investigation was conauctea to ascertain why k
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